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Priority 

1 . Receipt is acknowledged of papers submitted under 35 U.S.C. 1 19(aHd), which 
papers have been placed of record in the file. 

Information Disclosure Statement 

2. The information disclosure statement filed on 5/24/2005 is acknowledged. The 
information disclosure statement meets the requirements of 37 C.F.R. 1 .97 and 1 .98 
and therefore the references therein have been considered. 

Claim Rejections - 35 USC § 103 

3. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the Invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner In which the invention was made. 

4. Claims 1-7, 12, 14-15 and 17 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Ardenkjaer-Larson et al. (Patent No. 6,278,893) in view of Werne 
(US Patent No. 5,782,764). 

Regarding claims 1-3 and 5-7, 12, 14-15 and 1 7 Ardenkjaer-Larson et al. 
disclose a method of magnetic resonance investigation of a sample, preferably of a 
human or non-human animal body (Abstract). They disclose that their method involves 
administering a high T1 agent comprising nuclei selected from the group consisting of 
^H. \i, ^^C, ^^N, ^^F and (column 27, line 64 through column 28, line 16). They 
further disclose that the high T1 agent a T1 value of at least 5 seconds at a field 
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strength of 0.001-5 T and a temperature of 20-40 degrees Celsius (column 28, lines 24- 
26). 

However, they do not disclose that their method comprises also of an invasive 
device inserted into a human or non-human animal body and an MR image of at least a 
part of said body containing said device that is generated to visualize the device. 
Further, with regards to claim 5, they do not disclose that the invasive device contains a 
cavity for holding the contrast medium, the cavity preferably fitted with an outside duct 
for facilitating circulation and addition of contrast medium. With regards to claim 6, they 
do not disclose that the invasive device is made from a medium conductive material 
containing carbon fiber. Further, with regards to claim 7, they do not disclose that the 
invasive device is inserted into a tissue and/or vasculature of the human or non-human 
animal body. They also do not disclose, with regards to claim 12, that the method is a 
method for diagnosis by biopsy. 

Werne discloses an invention that comprises of an invasive device wherein an 
operative or other portion of the instrument is marked with a contrast agent that is 
appropriate to the imaging modality, and the entire remaining portion of the instrument 
is made of carbon-fiber composite material (column 6, 55-65). Their method includes 
displaying an MR image of a selected cross-sectional portion of the target including the 
instrument (column 9, lines 21-26). With regards to claim 7, Werne discloses that a 
typical target is human tissue (Abstract, lines 12-18). Werne discloses an embodiment 
of the invasive device that consists of a thrusting biopsy needle made of a rigid material 
such as a carbon-fiber composite (column 1 1 , lines 21-26). The device further includes 
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a contrast media-containing marker stylet (142) having a sharp distal end that is 
disposed within canula (140) (column 11, lines 26-28). The marker stylet contains a 
contrast agent that is encapsulated in a chamber formed by the inner cylindrical surface 
of the marker stylet and two bulkheads (144) oriented perpendicularly to the stylet 
(column 1 1 , lines 28-32). See Figure 8. The device is advanced into a target (i.e. a 
patient from whom a biopsy sample is to be taken) while the assembly is imaged 
together with the sample (column 1 1 , lines 35-42). At the time of the invention, it would 
have been obvious to one of ordinary skill in the art to include in the method of 
Ardenkjaer-Larson et al. an invasive device (that contains a cavity for holding the 
contrast medium and is made from a medium conductive material containing carbon 
fiber) inserted into a body and generate an MR image of at least a part of the body 
containing the device to visualize the device. The motivation for doing so would have 
been to apply the method for minimally invasive therapy, which is a cost-effective way to 
treat/diagnose a patient, as taught by Werne ( column 3, lines 31-39). 

Regarding claim 4, Ardenkjaer-Larson et al. disclose that the high T1 agent has a 
T1 value of at least 10 seconds or more, or 30 seconds or more, or 60 seconds or more, 
or more than 100 seconds at a field strength of 0.001-5 T and a temperature of 20-40 
degrees Celsius (column 28, lines 30-38). 

5. Claims 8-9 and 1 1 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Ardenkjaer-Larson et al. in view of Werne as applied to claims 1-7, 12, 14-15 and 
17 above, and further in view of Kucharczyk et al. (US Patent No. 6,026.316). 
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Regarding claims 8-9, as discussed above, Ardenkjaer-Larson et al. in view of 
VVerne meet the limitations of claim 1 . However, they do not specifically disclose that 
the contrast medium additionally is a therapeutically active medium, nor that the 
therapeutic active medium is instilled at the region of interest via the invasive device. 
Kucharczyk et al. disclose a drug delivery device for targeted drug delivery into a patient 
using magnetic resonance (MR) imaging combined with conventional catheter 
placement techniques (column 1 , lines 6-16). Their method involves the use of MRI 
with an MR observable delivery device, with MRI images viewed to determine the 
position of the delivery or medical device and changes in the environment where the 
delivery device is present as an indication of changes in the molecular environment 
(column 6, line 58 through column 7, line 7). They disclose an embodiment of their 
invention in which the delivery of drugs can also be tracked from magnetic field 
frequency shift caused by the drug or arising from agents (i.e. contrast agents) added 
with unique frequency shifts from those of the local protons (such as that created from 
F-19 or fluorine-19 agents found in or added to the drug) (column 8, lines 7-12). As can 
be seen from Figure 1 , the drug/contrast agent can be instilled at the region of interest 
(in this case the brain) via the invasive device (4) (column 16, line 27 - column 17, line 
3). At the time of the invention, it would have been obvious to have the contrast 
medium additionally be a therapeutically active medium, and have this therapeutically 
active medium be instilled at the region of interest via the invasive device. The 
motivation for doing so would have been that the availability of an MR-visible drug 
delivery device combined with MR-visible chemical or drug agents would make it 
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possible to obtain near real-time information on drug delivery during interventional 
procedures in an intra-operative MR system, as taught by Kucharczyk et al. (column 12, 
lines 8-24). 

Regarding claim 1 1 , Ardenkjaer-Larson et al. in view of Werne do not disclose 
that the method is a method for diagnosis and optional surgery on tumors. Kucharczyk 
et al. disclose that their MR-visible drug delivery device can deliver a diagnostic drug 
solution into the tissue (Abstract). Further, as can be seen from Figure 1 1 , the method 
can be used to track the spatial distribution of a drug agent into the region of a brain 
tumor (column 1 0, lines 9-1 1 ; Figure 1 1 ). Further, they disclose that their invention can 
be used in medical and surgical applications, such as thoracic surgery and radiology, 
cardiac surgery and cardiology, neurosurgery, and oncology (column 12, lines 8-24). At 
the time of the invention, it would have been obvious to one of ordinary skill in the art to 
have the method of Ardenkjaer-Larson et al. be a method for diagnosis and optional 
surgery on tumors. The motivation for doing so would have been to obtain near real- 
time information during interventional procedures in an intra-operative MR system, as 
taught by Kucharczyk et al. (column 12, lines 8-24). 

6. Claim 10 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Ardenkjaer-Larson et al. in view of Werne as applied to claims 1-7, 12, 14-15 and 17 
above, and further in view of Quay et al. (US Patent No. 4,863,716). 

As discussed above, Ardenkjaer-Larson et al. in view of Werne meet the 
limitations of claim 1 . However, they do not specifically disclose that the method is a 
method of examining and optionally operating the fallopian tubes. Quay et al. disclose a 
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method for obtaining a superior image of the cervical cavity and fallopian tubes (column 
1 , lines 1 3-20). They further disclose that their method comprises imaging of the uterus 
and fallopian tubes by injecting a solution of a tubal patency NMRI contrast agent into 
the uterine cavity under sufficient pressure to cause the liquid to pass into the fallopian 
tubes (column 4, lines 39-48). The uterine and the fallopian tube surfaces are then 
imaged using NMRI procedures (column 4, lines 39-48). At the time of the invention, it 
would have been obvious to one of ordinary skill in the art to have used the method of 
Ardenkjaer-Larson et al. in view of Werne to examine the fallopian tubes. The 
motivation for doing so would have been to be able to determine the presence of 
abnormalities causing infertility, as taught by Quay et al. (column 1, lines 13-20). 
7. Claim 13 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Ardenkjaer-Larson et al. in view of Werne as applied to claims 1-7, 12, 14-15 and 17 
above, and further in view of Goldenberg (US Patent No. 5,776,093). 

As discussed above, Ardenkjaer-Larson et al. in view of Werne meet the 
limitations of claim 1 . However, they do not disclose that the method is an ablation 
procedure where an additional compound effective in this ablation procedure is 
introduced through the invasive device. Goldenberg et al. disclose an method for 
imaging and treating hypoplastic, absent, anatomically displaced or ectopic tissues and 
organs and to a kit suitable for use therefor (column 1 , lines 14-17). Their method 
comprises the steps of injecting the subject with an amount of magnetic resonance 
image enhancing agent to produce an enhanced MR image of the structure to be 
effected, where the imaging agent comprises an antibody/fragment which specifically 
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binds to said organ and tissue (column 2, lines 48-63). They further disclose an 
embodiment of their invention that provides an immunological method of ablating a cell 
by administering to the subject a composition comprising an antibody or fragment 
specific to a hormone receptor or growth factor receptor on a cell targeted for ablation, 
wherein the antibody or fragment is conjugated to a chemical or radiation ablation agent 
(column 3, line 65 through column 4, line 6). At the time of the invention, it would have 
been obvious to one of ordinary skill in the art to have the method be a method of an 
ablation procedure where an additional compound effective in this ablation procedure is 
introduced through the invasive device. The motivation for doing this would have been 
to have the method perform a therapeutic application for patients with lymphoma or 
certain immune diseases, as taught by Goldenberg et al. (column 5, lines 33-41 ). 
8. Claim 16 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Ardenkjaer-Larson et al. in view of Werne as applied to claims 1-7, 12, 14-15 and 17 
above, and further in view of Schenck et al. (US Patent No. 5,705,014). 

As discussed above, Ardenkjaer-Larson et al. in view of Werne meet the 
limitations of claim 15. However, they do not disclose that the hollow elongated body is 
opaque to radio frequency radiation. Schenck et al. disclose MR compatible 
instruments (column 1 , lines 6-10). They disclose that instruments made of a carbon 
fiber material optionally doped with a doping agent have minimal affect on 
radiofrequency fields, and do not affect the homogeneity of an applied homogenous 
magnetic field or an applied radiofrequency field (Abstract). At the time of the invention, 
it would have been obvious to one of ordinary skill in the arts to have the hollow 
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elongated body be opaque to radio frequency radiation. The motivation for doing so 
would have been that carbon fiber has been shown to be opaque to radio frequency 
radiation, as taught by Schenck et al. (Abstract). 

9. Claims 18-19 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Ardenkjaer-Larson et al. in view of Kucharczyk et al.. 

Ardenkjaer-Larson et al. disclose that their method involves administering a high 
T1 agent comprising nuclei selected from the group consisting of ^H, ^Li, ^^C, ^^N, 
and (column 27, line 64 through column 28, line 16). They further disclose that the 
high T1 agent a T1 value of at least 5 seconds at a field strength of 0.001-5 T and a 
temperature of 20-40 degrees Celsius (column 28, lines 24-26), However, they do not 
disclose that this contrast medium is administered using an invasive device that 
comprises of a hollow elongated body with a first end and a second end, a first lumen 
extending from said first end to said second end and a second lumen extending from 
first end to said second end, characterized in that said first lumen is in communication 
with said second lumen near to second end. Kucharczyk et al. disclose an MR- 
compatible drug delivery device that comprises a variable-length concentric tubular 
assembly with porous and non-porous components (column 16, lines 27-33). A MR- 
visible multi-lumen (which could mean 2 or more lumens) catheter is formed by 
extruding a tubular assembly with both porous and non-porous components (column 16, 
lines 27-38). As can be seen from Figure 4, the multi-lumen catheter (4) has a first and 
second end (Figure 4). At the time of the invention, it would have been obvious to one 
of ordinary skill in the art to have contrast agent of Ardenkjaer-rLarson be administered 
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using a multi-lumen device with a first end and a second end. The motivation for doing 
so would have been to have multiple contrast agent release sources which would 
effectively disperse the agents over the region, as taught by Kucharczyk et al. (column 
6, lines 48-55). 

10. Claim 20 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Ardenkjaer-Larson et al. in view of Kucharczyk et al. as applied to claims 18-19 above 
and further in view of Schenck et al. (US Patent No, 5,705,014). 

As discussed above, Ardenkjaer-Larson et al. in view of Kucharczyk meet the 
limitations of claim 18. Kucharczyk et al. disclose that an MR-visible catheter must be 
made of material that is biocompatible and MR-compatible, such as carbon fiber 
composites (column 4, lines 16-35). However, they do not disclose that the material is 
opaque to radio frequency radiation. Schenck et al. disclose MR compatible 
instruments (column 1 , lines 6-10). They disclose that instruments made of a carbon 
fiber material optionally doped with a doping agent have minimal affect on 
radiofrequency fields, and do not affect the homogeneity of an applied homogenous 
magnetic field or an applied radiofrequency field (Abstract). At the time of the invention, 
it would have been obvious to one of ordinary skill in the arts to have the hollow 
elongated body be opaque to radio frequency radiation. The motivation for doing so 
would have been that carbon fiber has been shown to be opaque to radio frequency 
radiation, as taught by Schenck et al. (Abstract). 

Conclusion 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Katherine L. Fernandez whose telephone number is 
(571)272-1957. The examiner can normally be reached on 8:30-5, Monday-Friday, 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Eleni M. Mantis-Mercader can be reached on (571)272-4740. The fax 
phone number for the organization where this application or proceeding is assigned is 
571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-91 99 (IN USA OR CANADA) or 571-272-1000. 



